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Food and Drug Administration, HHS § 884.6110 

of this chapter, subject to the limita-
tions in § 884.9. 

[45 FR 12684–12720, Feb. 26, 1980, as amended 
at 54 FR 25052, June 12, 1989; 66 FR 38809, July 
25, 2001] 

§ 884.5940 Powered vaginal muscle 
stimulator for therapeutic use. 

(a) Identification. A powered vaginal 
muscle stimulator is an electrically 
powered device designed to stimulate 
directly the muscles of the vagina with 
pulsating electrical current. This de-
vice is intended and labeled for thera-
peutic use in increasing muscular tone 
and strength in the treatment of sexual 
dysfunction. This generic type of de-
vice does not include devices used to 
treat urinary incontinence. 

(b) Classification. Class III (premarket 
approval). 

(c) Date PMA or notice of completion of 
a PDP is required. A PMA or a notice of 
completion of a PDP for a device is re-
quired to be filed with the Food and 
Drug Administration on or before July 
12, 2000, for any powered vaginal mus-
cle stimulator for therapeutic use that 
was in commercial distribution before 
May 28, 1976, or that has, on or before 
July 12, 2000, been found to be substan-
tially equivalent to a powered vaginal 
muscle stimulator that was in commer-
cial distribution before May 28, 1976. 
Any other powered vaginal muscle 
stimulator for therapeutic use shall 
have an approved PMA or declared 
completed PDP in effect before being 
placed in commercial distribution. 

[45 FR 12684–12720, Feb. 26, 1980, as amended 
at 52 FR 17741, May 11, 1987; 65 FR 19834, Apr. 
13, 2000] 

§ 884.5960 Genital vibrator for thera-
peutic use. 

(a) Identification. A genital vibrator 
for therapeutic use is an electrically 
operated device intended and labeled 
for therapeutic use in the treatment of 
sexual dysfunction or as an adjunct to 
Kegel’s exercise (tightening of the 
muscles of the pelvic floor to increase 
muscle tone). 

(b) Classification. Class II (perform-
ance standards). 

§ 884.5970 Clitoral engorgement de-
vice. 

(a) Identification. A clitoral 
engorgement device is designed to 
apply a vacuum to the clitoris. It is in-
tended for use in the treatment of fe-
male sexual arousal disorder. 

(b) Classification. Class II (special 
controls). The special control is a guid-
ance document entitled: ‘‘Guidance for 
Industry and FDA Reviewers: Class II 
Special Controls Guidance Document 
for Clitoral Engorgement Devices.’’ 

[65 FR 47306, Aug. 2, 2000] 

Subpart G—Assisted Reproduction 
Devices 

SOURCE: 63 FR 48436, Sept. 10, 1998, unless 
otherwise noted. 

§ 884.6100 Assisted reproduction nee-
dles. 

(a) Identification. Assisted reproduc-
tion needles are devices used in in vitro 
fertilization (IVF), gamete 
intrafallopian transfer (GIFT), or other 
assisted reproduction procedures to ob-
tain gametes from the body or intro-
duce gametes, zygote(s), preembryo(s) 
and/or embryo(s) into the body. This 
generic type of device may include a 
single or double lumen needle and com-
ponent parts, including needle guides, 
such as those used with ultrasound. 

(b) Classification. Class II (special 
controls) (mouse embryo assay infor-
mation, endotoxin testing, sterilization 
validation, design specifications, label-
ing requirements, biocompatibility 
testing, and clinical testing). 

§ 884.6110 Assisted reproduction cath-
eters. 

(a) Identification. Assisted reproduc-
tion catheters are devices used in in 
vitro fertilization (IVF), gamete 
intrafallopian transfer (GIFT), or other 
assisted reproduction procedures to in-
troduce or remove gametes, zygote(s), 
preembryo(s), and/or embryo(s) into or 
from the body. This generic type of de-
vice may include catheters, cannulae, 
introducers, dilators, sheaths, stylets, 
and component parts. 

(b) Classification. Class II (special 
controls) (mouse embryo assay infor-
mation, endotoxin testing, sterilization 
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